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A. Patie ormatic C. Suspect medication(s)
1. Patlent identlfier | 2. Afge at time 3. Sex 4. Weight 1. Name (give labeled strength & mir/labeler, it known)
of event:
; Borse| [0 | |0 fig g bhife 188 -3 -Dyet
Date D I or . hd
In confidence of birth: mate kgs 42
- 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
» 1 C 2 2 > J Wige e PDITroOpDIC \ fromAa (or best estimate) |
1. [[] Adverse event  andror ["] Product problem (e.g., defects/malfunctions) W f O Q ( (; # M 5/ /o ,‘
4] 2. Outcomes attributed to adverse event o --—%"‘
(check all that apply) (] disabiity 2 !
b [[] congenitai anomaly 4. Dlagnosls for use (mdncauon) 5. Event abated after use
Oldeath ‘ . . stopped or dose reduced ‘
) ~ (mordayiyr) required intervention to prevent #1 . |
[_] tife-threatening permanent impairment/damage yes [ ]no DUOGF"" !
‘talization — Initi ! her: w2
D hospitalization - Initial or prolonged ' [:] other: ‘2 Dyes Dno Ddoe i
i ) S— 6. Lot # (if known) 7. Exp. date (i known)
3. Date of /92( 4. Date of g/ /ﬁ 1 # 5 Event T f
event this report - Bvent reappeared after
imo/dayiyr) ;// 7 (muy/vg , 2 reintroduction |
5. Describe event or problem #2 #2 .
P #1 Dyes [:Ino ags ym ‘
9. NDC # (for producl problems only)
/l/Ca" #2 [Jyes [(Jno Dggg
10. Concomitant medlcal products and therapy dates ?exclude Irea(i\lof event)
Lt (& « BIF ;-
HT N :
g

D. Suspect medical device

1. Brand name

4. Operator of device E
T~ D health professional |-
’ [:] lay user/patient

D other:

PLEASE TYPE OR USE BLACK INK

5. Expiration date
{mo/dayyr)

7. i implanted, give dai

% P /6%///&% S serialh______ . . : _

. If explanted, give day
lot # p 9

\ Yoyl

other #
p ' ( d@ (Do not send to FDA)

9. Device available for evaluation?

D yes [:] no D relurned to manufacturer on
(mo/day/yr)

10. Concomitant medicai products and therapy dates (exclude treatment of evenl)

7. Other relevant history, including preexisting medical conditions (e.g., allergies,
race, pregnancy, smoking and alcohol usg, hepatic/renal dysfunction, etc.)

E. Reporter (see confidentiality section on back)
1. Name & address

’ g 2. Health professional? | 3. cupation * , | |4 Alsoreported to
Warcn or FAX wes [ no P 0 manufacturer
Im) Q: Mail to: MEDWATCH to: [ usertacy

5600 Fishers Lane 1-800-FDA-0178 X NOT 1 t lscl
Rockville, MD 20852-9787 5. i you do NOT want your identity disclosed to

the manufacturer, place an “ X ” in this box. D D distributor
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EXHIBIT 910-D
Adverse Reaction Questionnaire
E!'\\ rﬂ,‘ g t p \ ; —_—
Complaint Number: .. L '\\) (D]Q C‘\':ﬁ: Ji@ qq MVutigaw:\ﬁ’V\ [ g{‘fong‘
) T TR P d
Consumer Information
—_ Initia] Report Source: OORA Consumer Injury
D“te ot‘ Repoﬂ' AQ;ﬁ// i/qg{ » Bne - CPREEEN AL ST TP RS PREM -
MM/DD/YY' OTelephone C©Correspondence odWaich
oUSP OPQRS DOPoison Control BCDC
o PN | ccic 26 o | C]
Racs: X]-White 02-Black 03-Asisn/Pacific Islander O4-Native American  OS-Hispanic
08-Other 09-Unknown
Information on Adverse Reaction
Date of Adverse Reaction: Z LH’ q% Give the site of consumpuon/mgutxon (e.g. home, restaurant, office):
Previous Reaction to Product 'I)vpc 0 Heme s o B ce

The following information relates to the consumers’ use of the product.

Deacribe the sdverse event (mcludmg symptoms md the time lapse from usmg product to onset of symptoms):
Di %CL\H‘\/( Slee i swead< did net netce 4
correl o W x*HW pmctu ct Consump h Om v A Q{yv 1F:4r0 wig
Bow long did the symptoms las? A | mont -
Give the circumstances of exposure (1.e. how much was laken, how was the product takea and how often was it taken, etc.).
[— & CGL,OSL/L/LL,% @ c/{cz&/( 'H‘/‘f“ ~ | monrndi.

List all Medication(s), Dietary Supplement(s), Food(s), and other product(s) used gt the time of the svent:

No other ,Orpowvd’g vced

Did event abate after use of suspected product stopped or dose reduced: UYes ONo )@nknown
Did symptoms reoccur after reintroduction of suspectsd product: OYes ONo OUnknown ot Applicabl
Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnksown ot Applicable

Medical Information

Was 1 health care provider seen?: )?Qu ONo
Give health care provider’s pame,

Occupation of Health Care Provider: BMD ©Osteopath  ONaturopsth ONurse  CPharmacist
Q0ther (specify)

e

What medical tests were performed and what were the results?

e et /CQ% .
What was the medical diagnosis?
What treatment(s) was given (o.g., drugs, other)?

Were there any preexisting condition(s)/treatmeat(s)? T
(3 YES, lis them including allergies, nd chroale dissasss): OYes o g0CC02
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. EXHIBIT 910-D

IN _TIGATIONS QOPERATIONS MANUAL E -h:'

Product Category

{ Adverse roaction 10}
a ca! Food (under medical supervision) Olnfant Formula
iotary Supplement (s viami; s sentsl mincral; o peoteln; o Dard of timilar sutritional substances ischding botmicals sk @ ginseng and yohimbe, snine

ks, strace from eaimal glands; gartic extracs; s ofls; ol of evaning priciross; Mben such w pryGium wed guar e sssapounds et Jemcrilly recagnived o food o
sulsiomte, much & Blofavonohls, eazymcs, permaniu, suciel seide, pase-uming-beusols seld, and natin; ol mixtures of Saee lngrodlenn,)

OOther (traditional food)

Other Product Problems
2. OForeign Object (specify):

3. OOther (specify):

Information on Suspected/Alleged Product

Give the product natme s listed on the label (including the recommended dosage/serving size, recommended duration of use,
and indications for use as listed cn the label): i

Se e (oA P .

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected);
OCheck hes if ingredients are unknown

Sece /JM .

If a particular ingredient iz suspected of contributing to the reaction, please indicate the appropriste category delow:

OAspartame 0Color Additive (please specify)
OMonosodium Glutamate

OSulfite

BOther

gUnknown

Is the product label available, if yes submit a quality copy along with this questionmire:)(u ONo OUpknown
Product Sample Available: OYes o OUnknown :

Outcome Attributed to Adverse Eventt
(If yes, include pertinent medical records)

Death: ﬁYu )160 _ f
Life-Threatening: QOYes ){No 00CCO03
Hospltalization: OYes )No (if YES, indicate if iitial or prolonged)

Required intervention to prevent permanent impairmcat/damage: DYed /k\(\lo
LN

1 ’ : - 86.
' Did the adverse reaction reeult in 8 congeaital asnomaly: OYes /&ﬁg 9€:2d 9- 110
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September 11, 1998

Attention: Joan Briones

Department of Health and Human Services
FDA Sacramento Resident Post

801 I Street, Room 443

Sacramento, CA 95814

Dear Ms. Briones:

Included with this letter are copies of chart notes regarding the
two patients with adverse outcome secondary to MetabolLife. They
have both agreed to be contacted.

The first patient is (NI +hose phone number is e
B  bc sccond patient is|| I :ncd she can be

reached at

I hope the FDA can be of some help in getting this product off
the market. It is very heavily advertised in our area and since
my complaints to the FDA, I have seen several other patients with
tachycardia secon

dary to this product. If you have any questions
please call me at _ Thank you for your help.

Sincerel

CFSAN PROJECT H< 12933
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Memorandum of Record

To: Lori A. Love, M.D. _
From: Constance J. Hardy, M.S., R.D. Qi.,_,%mag Q ; 5
Date: March 1, 1999 and June 9, 1999

Subject: ARMS #12979
Follow-up with consumer

| spoke with the consumer, on two occasions to obtain additional
information regarding her frequency and duration of use of the product,
Metabolife 356, as well as additional information about her symptoms. Ms.
stated that she had been taking Metabolife for about 3 weeks, perhaps slightly
longer. She had discontinued it 4 days before seeing Dr but saw him
anyway because a co-worker had measured her blood pressure and had found it
to be elevated. She stated that she took no more than 2 capsules of Metabolife at
a time. She stated that for the first 2 weeks, she usually took only 1 - 2 capsules
per day. She had increased her dose of Metabolife to 4 - 5 capsules per day (no
more than 2 at a time), but that she had done this for no more than 3 or 4 days.
All during this time she had experienced a "heaviness" in her chest, but she did
not mention it to Dr because she attributed it to her asthma. She verified
an inability to sleep, but, at the time of the interview on June 9, 1999, was unable
to remember whether she had had night sweats prior to stopping the product.

Ms JJstated that at the time of her visit with Dr.*on June 22, 1998, he
had told her that she had had a "heart attack." She subsequently underwent
bypass surgery. Her current medications include Atenolol, aspirin, Lipitor, and
Allegra.

She has agreed to sign an authorization for release of medical records.
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TO: Lori Love, M.D., Nancy Slifman, M.D.,
CRRS

FROM: Constance J. Hardy ‘)“L(}
DPEP

DATE: 5/27/99

SUBJECT: ARMS 12979

I verified with Ms. that the consumer_was in Dr.-ofﬁce

on May 14, 1998 and not on May 15, 1998, as stamped on the initial vital signs sheet. She stated
that sometimes in the late afternoon the next day’s vital sign sheets are date stamped. She
surmised that this is possibly the reason why there is a discrepancy with the dates. She verified
that Dr.JJJJJJEl notes pertaining to blood pressure are different than those noted on the
handwritten sheet date stamped May 15, 1998. This is because he commonly measures blood
pressure readings upon seeing a patient, even though the blood pressure may have previously
been taken.

File name: N
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